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Mercy Medico I Center

Augusr  4, 1999

FI3AICDIU-I  Office of Compliance
Division of Enforcement IT1

Attention: Stewart Crurnpler
2098 Gaither Rvad
Rockville, MD 20850

Re: EKemprianNwiance  requesr  for Performance Standard for Electrode Lead Wires
and Patienr Cables

Dear Mr. Crumpler:
Thank  you for responding to my letter from March 18, 1999. Your informarion was very helpful.

As stated in my previous letter, our efforts to find “inexpensive adapters” or YetrofK our
existing physical therapy equipmenr  to comply with safety standards.for  lead wires and patienr
cables have been unsuccessfirl.  Complicating OUT situation is rhe number of rural sarellite
locacions  in our region char  we provide services. Each facility maintains a minimum of
equipment, yet, replacement would involve a large expense.

We are requesting an exemption or variance from rhe Performance Standard for Electrode Lead
Wires and Patient Cables, speciffcahy for rhe physical therapy equipment at The  following
faciliries:

Mercy Wellness Center
5 12 Main Street
Williston, ND 58801

Mercy Medical Center
Physical Therapy Department
1301 15’” Avenue West
Willisron,  ND 58801

McKenzie County Memorial Hospital
Physical Therapy Department
508 North Main Srrccr  - PO Box 548
Watford City, North Dakota 58854

5 12 Main Srreer Willisron,  ND 58801 P 741.572.1848
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Tioga Medical Center
Physical Therapy Department
8 10 North Welo  Street
PO Box 159
Tioga, ND 58852-0159

Roosevelt Memorial Medical Center and Nursing Home
Physical Therapy Depanment
8 18 Second Avenue East
Culbenlson,  MT 592 18

Indian Health Service
Physical Therapy Depattmenr
Box 69
Poplar, MT 592 18

You will find encloswes  listing the equipment we would need to replace in each department as
well as my original letter to your office. If I can be of any additional assistance, please feel free
to contact me. Thank you for earliest consideration of our petition.

ercy Wellness  Center
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Mmr Wellnees  Center Physical Therapy - WiJJisron,  ND

Microcurrent Elecrnc Stimulator - 1 unir
Manufacturer: Monad Corporation
Model, MIENS SOOOi
Serial Number, SK0109

UItrasouncVElectric  Stimulator Combination - 3 units
Manufacturer: Chattanooga Carp
Model: Intelect Model 700
Serial Numbers- 3362 / 4098 / 2343

Ultrasound - 1 unit
Manufacturer,
Model:
Serial Number:

EXCEL Tech. Ltd. - Ultra Max
Ultra sx
UMX 960700 1

Electric Srimulator  - 1 unit
Manufacturer.
Model.
Serial Number:

Physio  Technology, ~nc.
OmniSrim
2279

Neuromuscular Electric Stimulator - 1 unir
Manufacturer Medtronic
Model. Respond 11 Model 3 128
Serial Number: nor available

Iontophoresor - I unir
Manufacturer.
Model:
Serial Number:

Empi
DuPel
516402

Neuromuscular Biofeedback - 1 unir
Manufacrurer The Prometheus Group
Model: Pathway M&20
Serial Number: not available
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Mercy Medical Center Physical Therapy - Willinon, ND

TENS (Transcuraneous electrical stimulators) - 3 units
Manufacturer: Empi
Model. Empix  XL
Serial Numbers: 502473 / 885996 ! 711795 1

Ionrophoresor - 1 unit
Manufwn.trer;
Model?
Serial Number:

Empi
Dupe1
5234545

Iontophoresor  - 1 unit
Manufacrurer :
Model:
Serial Number-

h4otion  Control
PM 600
4 7 4 0

Interferential  Electric Stimulator - 1 unit
Manufacturer. Physio Technology, lnc
Model; Omnistim  3020
Serial Number: 1612

Ultrasound - 1 unit
Manufacturer:
Model.
Serial Number.

Enraf Nonius  Henley  lnremational
Sonopuls  434
13-085 1

Ultrasound/Electric Stimulator Combination - 1 unit
Manufacturer: Chattanooga Corp.
Model: Intelect Model 700
Serial Number. 2433

UlrrasoundElecrric  Srimularor  Combination - 3 units
Manufacturer: Chattanooga Carp
Model. Tmelect  Model 70OC 73579
Serial Numbers: 3583 / 3678 / 2620

Neuromuscular Ekvic Stimularor  (F&ES) - 1 unit
Manufacturer. Mcdrronic
Model: Respond 11 Model PM 600
Serial Number- LM00024 19N

Roosevelt Memorial Eospital  - Culberwon, MT

Ulrrasound/Elecrric  Stimulator Combination - 1 unir

Manufacturer Chattanooga Corp.
Model: lntelecr
Serial Number. SN2620
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Tioga Medical Center - Tioga, ND

Ultrasound - 1 unit
JManufacturer:
Model:
Serial Number,

Physio Technology, Inc.
Omnisound 307OC
1548

Elecrric  Stimulator - 1 unit
Manufacrurer Physio Technology, Inc.
Model, OmniStim  3020
Serial Number. 1657

McKIenzie  County Memotial  Hospital - Watford  City, ND

Electric Srimulator - 1 unit
hknufacturer Physio Technology, lnc
Model: OmniSrim  3010
Serial Number 2502

Ultrasound - 1 Unix
Manufacturer
Model.
Serial Number.

EXCEL Ulrra Max
Ultra SX
UMX 9309040

Electric  Srimulator - 1 unir
Manufacturer: Merrier  Electronics
Model : SYS STIM 206 - ME206
Serial Number 17ST2088

Neuromuscular Electric Stimulator - 1 unit
Manufacturer: Medtronic
Model : Respond II Model 3 128
Serial Number: LM0038713N

Indian Eealth Services - Poplar, MT

UltrasoundCElecrric  Srimulator Combination - 2 units
Manufacturer. Chattanooga
Model: Intelect
Serial Numbers: SN3557  / SN3967

Transcutaneous  Electric Neuromuscular Stimularor  (TENS) - 6 unirs
Manufacturer: not available
Model: Neutralizer 1I
Serial Numbers- 403142/403146/402521  /4025381403148/564032
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March 18,1999

Department  of Health and Human Services
Public Health Service
Food and DIU~ Administration
Cenrer  for Devices and Radiologic Health (HFZ-343)
Omce of Compliance

ArrenIion;  Stewart Crumpler
5600 Fishers Lane
Rockville, Maryland 20857

Re: Compliance with the Performance Standard for Electrode Lead Wires and Parienr  Cables

Dear Mr. Crumpler:
I am writing ro you to let  you know rhat our efforts to comply with  tie safety standards for lead
wires and patienr  cables have been unsuccessful as well as time consuming. We are requesting
direcrion  from your office in finding assistance with  becoming compliant an&or a variance or
exemprion from  the FDA.

Representing our Risk Managemenr  Commirree  ar Mercy Medical Cenrer, Mark Wassink
(Director of Physical Therapy) and I have made several attempts since October 1998 to
find “inexpensive adapters” or a way to “retrofit” our physical therapy equipment. Between our
two departments as well as the satellite clinics we serve in our region we have well over rhirry
pieces of equipment to replace if we are nor able ro adapr existing equipment. We have phoned
our major disniburers  as well as wiaen 10 the Customer Services/Technical Support dcpanments
of six manufactwers without any kind of assismnce.  Our BioMedical Engineering Deparcmenr
has also made these samrt kinds of efforts, wirhous  any success. A concern of ours is that the
companies would rather sell us new equipment than assist us.

We fully understand our need zo be compliant with rhc new standards but will suffer a
considerable hardship if we are required to replace all of our equipment.

Your earliest assistance would be appreciated.

Sincerely,

Harry Wallner, Director
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Mercy
Wellness Center
Mercy Medical Centor

Septcmbtr  2 1 I 1999

Jennie C, Rutlcr, Chief
Dockets Management Branch
FDAKDWI Office of Compliance
Division of Enforcement 111
2098  Gaithcr Road
Rockville, MD 20850

Dear Ms. Burlcr:
Thank you for alerting tnc  to the two omissions in my August 4, 1999 request for variance from
petl%tmancc  standards for electrode  Icad wires and patient cables.

10.30 C Environme&  Imu;c Categorical excluded  physical rhcrapy equipment in
the service area of Mercy Medical Center will have a positive impact  on the environment by
keeping the exist,& equipn~nt  in use and out of the local landfills.

Accompanying this fay is thu  signed  certification.

Thsrnk  you for your assistance:  in this tnattcr.

I

‘cllncss  ccnrcr

5 12 Main Street Williston,  ND 5680 1 P 701.572.1848
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